EBpa3snMicKMii SKOHOMUYECKUIA COK3

PI'Y «Komurer MEAMLIMHCKOTO 1 (hapMalleBTHYECKOro KOHTPONS
MunucTepceTra 3apasooxpatenus Pecnybnuxu Kazaxceran»

CEPTUOHUKAT
COOTBETCTBMA ITPOUBBOACTBA JIEKAPCTBEHHBIX CPEACTB TPEBOBAHUAM IIPABHII
HAJUIEPKAILEX TMTPOMU3BOJICTBEHHOM IMPAKTHUKKA
EBPA3HMHCKOIO DKOHOMHUYECKOI O COIO3A
Ne GMP/EAEU/KZ/95-04-2024
Cpoxk aeiicreus ¢ 01 deepany 2024 r. no 31 supaps 2027 r.
Beilan mo wroraM mnpoBeaeHus (apMaLeBTHUECKOH HHCMeKUMH B cooTBercTBuH ¢ [lpaBumamu

[IpoBeJeHUs  (apMaLeBTHUECKUX MHCHeKUMH, yrBepaeHHbiMu Pemenuem Copera Eppazuiickoii
3KOHOMHYECKOH Komucenn oT 3 Hoabps 2016 r. Ne 83.

KoMHTET MEMMLMHCKOTO M apMaueBTUYECKOI0 KOHTPOIA
Munuctepersa 3apasooxpadenns PecnyvOaukun Kazaxeran

HOATBEPKAAET CNEAYIOIIEE:
NIpOBE/1€Ha d)apmaueBanecmﬂ HHCHECKIHA

«Adamed Pharma S.A.»
ul. Szkolna 33, 95-054 Ksanwerow, Hoavuia

Ha OCHOBaHHU:

- 3asenenns ot 22.12.2023 roaa Ha nposefeHie HHCTIEKIIMU HA COOTRETCTBUE TPeOOBAHMAM HaMIeKaLle
OpON3BOACTBERHOIN NpakTirk Espasniickoro sK0HOMUYECKOr0 CO03a (HHOE 0CHOBAHKE).

Ha ocHOBaHHH CBEJAEHHH. NONYUYCHHBIX MPH NpoReleHHH (PapMALEBTHHECKOH HHCIEKLUMM, NOCHENHAS U3
KoTopwix Obuta mposeseHa ¢ 29.01.2024 no 01.02.2024 rona, ycTaHOBIeHO, 4TO JTaHHOE (apmarieBTHIECKOe
NPOK3BOJICTBO COOTBETCTRYET Tpebosanusam [Ipasun napnesxaniell npousseacTeeHHol npaxTuky Espasuiickoro
IKOHOMHMYECKOFO COM03a, 3KBHBaNeHTHbIX [Ipununnam n PykoBozactBy EBporefickoro corsza mo HamlexaueH
NPON3BOACTBEHHONH TPAKTHKE JIEKAPCTBEHHBIX CPEJACTB A8 MEAUUMHCKOTO M BETEPUHAPHOTO MPHUMEHEHUS W
npusuHnaM CHeTeMbl COTPYIHHYECTRA (papMalerTHieckux uHenekunit (PIC/S).

Hacroswwmii ceprudukar orpakaerT CcTaTyc NPOM3BOACTBEHHOW I[UIOLIAAKM HA Jary [POBEAEHNS
dbapmavieTHYECKO HHCNIEKLMY U N0 HCTeYeHHH Domee 3 NeT OT JaThl NPOBEASHHS MOCIEAHETO IHS MOCIENHETO
MHCIIEKTHPOBAHMA HE MOXKET CYUTATHLCS JAOKYMEHTOM. CBMIETENLCTBYHOLIMM O craryce cootBercTBus. Cpok
JAeicTBuA cepTiduKaTa MOKeT ObITh COKPALUEH TIPH HCMONB30BAHMY COOTRETCTRYHIIMX TIPHHUMIOB YIPARIIEHUS!
pucKaMi Mpv HAIMYHUK COOTBETCTRYIOWE 3anucy B nosie «OrpaHHYeHWs WM TIOSCHUTENLHBIE 3AMETKH,
Kacarolpecs ob1aCTY IPUMEHEHU HACTORLLETO cepTipUraTay.

Ceprudmkar srnsercst JelCTRATENBHBIM B CIIYUac TIPEICTABICHUS BCEX €T0 JUCTOR (KaK OCHOBHBIX JIMCTOR,
Tak M IONONHUTENbHBIX THCTOR).

AYTEHTHYHOCTD (TIOJNHHHOCT) HacTOALLETO cepTudHkaTa MOKHO TIpOBEpPHTE B 0ase maHHbix Komutera
MeIHLHHCKOrO M dapMaleBTHIeCKOro KoHTpona MuHucrepersa 3apasooxpadenus Pecny6iuku Kazaxcras.

Ecmn CEPTHq)HKaT He npe,n‘c*raBneH B YKa'ZZlHHOﬁ Baze g],aHHl:le CJ’!EAYET OﬁpaTHTBCH B YHOHHOMO‘IQHHBIH
OpraH, Cro BbIAABLIHIL.
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EBpasuiickunii akoHoMu4eckuii coros

Ne GMP/EAEU/KZ/95-04-2024

X | JlekapcTBeHHBIE CPEICTBA LISl MEMIIUMHCKOrO NPHMCHCHH S
| JlekapcTREHHBIE NPEMApaTH 1S KIHHHYECKHX HCCACUBARKA (MCbiTaHWH) N
Kon Hamicaobanie
1. IPON3BOACTBEHHBIE ONEPALIMN - TEKAPCTBEHHAS NPOAYKIKA
1.1 | Crepuabnas npoaykiuis o .
1.1.1 [Tpon3BOAMMAs ACENTHYECKIUM NyTEM (onepaii oBpado (ki s cnen?mmmﬁ_x_nacépcmelIme dopm):
1.1.1.1. Kunkue sekapcreetHbie GopMel G0ALUIOCro obLena
_ LLLEL2 Kunkie nekapereenible Gopmel Manoro odbema - 7
1.1.1.53. Jucrniepcuu
1.1.1.4, Jinodmunuzars!
B 1115, Teeplible JekapcTReHHbIe HOPMbI 11 MMIITAH FAThE o
[.1.1.6. Markue nexapcrsentisie Gpopabl
1.1.1.7. [pouan npoykums, NPOH3EOAMMAR B ACENITHUECKNY YCIIOBUSIX _
L.1.2. loneepraemas duimunoii CTEPUNA3AILIIN (OTepauni 006padoTRH /A CleAYIOIHX JieKapcTBeHbIX Gopm):
[.12.1. JKnaKue nexkapcerrertibie GopMel GoaLLIore odhesa '
1.1.2.2. Aunxne nekapceTeernble GOPMEl MATOra 0dhema
- 1.1.3.3. Teepable nekapcTeHnble Gopmbl b nMOnadtalki .o B
1.1.2.4. Msrkue jieKapeTBeHHLie dopmbl W
1.1.2.5. Ilpouas npoaykums, noasepracMas GUHHIIHON CTepuansaquu
1.1.3. BrlmycKatommii KOHTpoIE KauyecTra {BBHTYCK cepin): ) B |
1.2 | HecrepunbHas npoayKiug B - S -
X 1.2.1. Hecrepuibias npoayKumns (TeXHOIOMHUCCKHE oricpatiii A4 00JyICHUS CASY OLWBX JCKAPCTBEHHLIX hopM);
r;}i_ 1.2.1.1. Kancynsl B Toepaofi ofonouke -
£.2.1.2. Kamcynwi B MATKOIT 000510t Ke - -
1.2.1.3. KepatenbHble 16KAPCTBEHEbBIE (JOPMBI
| 1.2.1.4. MIMnpernupoBaHubie IeKapCTBERHbIE (OPME]
1.2.1.5. JKuaxue nekapeTrentbie GopMbl s HAPYIKHOrO IIPUMEHEHHS
i 1.2.1.6. JKunkue nexapcTerHbie GopMbl A8 BHYTPEHHETO MPUMCH2H kS
[.2.1.7. MeauMunHceKHe rasst
] 1.2.1.8. lipoune TBepable ACKAPCTBEHHBIE (ONMbI B
1.2.1.9. TlpenapaTtsl, HAXORUIKECS 1101 NARTCHHEM
1.2.1.10. PazuOHYKIN/IHbIC FeHEpaTopsl
L1111, Markue mekapcreetabie Gopyibl )
1.2.1.12. Creuw (cynnosntopuu) A
X 1.2.1.13. Tabnetkn ’
1.2.1.14. TpancaepmanbHble naactsipu
1.2.1.15. YcTpocTsa uis MHTPapyMUHATBLHOIO ( BHYTPHPYOLIOROIO) BBeieHKs
1.2.1.16. Tlpotas HecTepuIIbHAs TIPOLYKILIS
X 1.2.2. Buimyckalowmii KOHTPONL KauectTra (cepruduraina cepin)
1.3 | bronoruueckas neKkapcTBEHHas NpOAYKLs
1.3.1. buonoruueckas JiekapcTBeHHAs NPOXYKILIS:
0 L3.LL lpoaykTei kpos N
1.3.1.2. MMMYHONOrHYeCKas IPOAYKILHS
1.3.1.3. TIpooyKIHS Ha OCHOBE COMATHYECKUX KIETOK ( NPOIYKUKS VTS TePariun COMaTHISCKUMH KIeTKaMH1)
1.3.1.4, T'enorepanesTHyeckas nponyKums _
1.3.1.5. BuoTexHonoruueckas npoayKims |
1.3.1.6. IIpONyKIUS. BLUIETEHHAS 3 XMBOTHRIX HCTOUHMKOR MM OPratos (Tranel) yenopeka
1.3.1.7. TxanennxeHepHan npoAYKUAs (DPOLYKUMS TKAHEROI HHXKEHEPUN)
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EBpa3suiickuii s3KoHOMUYECKUii coto3
Ne GMP/EAEU/KZ/95-04-2024

1.3.1.8. Tipouas Guonornueckas NeKapeTREHHAA NPOAY KIS

1.3.2. Brinyckaroumii KOHTPOIbL KauecTsa (cepTHuKauns cepuu) (Nepevers BUAOE NPOAYKLIAK):

1.3.2.1. llponykTet kpoBH

1.3.2.2. Mmmynonoriueckas nponykuus

1.3.2.3. [lpOAYKTHI HA OCHOBE COMATHYECKHX KASTOR (MPOIyKLus s TePAn{H COMATUYECKUX KIETOK)

1.3.2.4. ['enorepanesTiyeckas OPOAYKLH

1.3.2.5. bHOTeXHOIOrHYECKAN NPOAY KLIA

3.2.6. llpoayknus, BsIACACHHAS H3 XKHBOTHBIX HCTOYHHKOB WITH OpraHos (TKaHei) yenoseKa

1.3.2.7. Tkanennxerepuad NpoAyKUHA (MPOLYKINIA TKAHCBOI MHAKEHEPUH )

1.3.2.8. Tlpoyas Guosornyeckas nekapersenias npoayKLms

I]poqaﬂ NEKAPCTBCHHAA NPOAYKIMA W [MTPOU3BOACTBCHHAN ACATEIILHOCTE

1.4.1. IlpoussoncTeo:

1.4.1.1. PactitensHas HPOAYKIHA

1.4.1.2. l'omeonaTuteckoi npoaykLmn

1.4.1.3. Tlpouay npoxyxmmt

1.4.2. Creprmisaiiis GapmMaueBTHYECKHX CyOCTaHLKIT, BETOMOIATETbHBIX BEWIECTR, FOTOROI UPOAYKLUMN:

1.4.2.1. ®unetpanns

1.4.2.2. CyxXoxkapoBas CTCPIIH3aLNA

1.4.2.3. Crepunuszaius napom

1.4.2 4. Xumuueckas cTepunuzanus

1.4.2.5. Crepunusaiiis raMMa-u3aydcHiem

1.4.2.6. Crepusin3aums S0CKTPOHHBIM W31YICHHEM

1.4.3. ITpouee

VakosKa

L8.1. nepBI»!llHas_T-j;TaKOBh;l-Z“

1.5.1.1. Kancyael B tBEpnoii 000:104Ke

1.5.1.2. Kancyswi B MaArKoii oGonotke

—
‘Jl

1.3. Jepatenbubie exapetseHubie GopMo)

*J’t

J.4.

MmitperniposanHeie AekapcTeeHHbIe Gopabl

Un

1.3,

AMAKKE JCKAPCTBCHABIE (JCPNBI MU HAPYIKHOTO NPUMEHeH s

1.6.

Auakue nexapeTsentbie GOPMbl LS BHYTPSHHETO NPUMEHEHNS

i3

MenuiHHCKHe ra3sl

U!(.JIU'I

1.8,

A

8. Ilpouue TRepabIe ICKAPCTREHHBIE (popmbl
[tpenaparsl, HAXOASIHECH MO NABIEHHEM

(J‘llJ\

1L10.

Panuonvknuaibie reneparopsr

'J'l

wlal I

Markde nexapctBetinbie Gopmbl

412,

Creun (cynnosutopum)

L)\ (}l

Tabnetkn

Tpanciepmanshsie nuacTeipy

T
1.
1.
.
L.
1.
I
L.
L.
i
1.
1.

.13,
114,
145

f-}'lUl

l"[po-qa'si H(’CT(“:pHJ']bHa.H JICKapCTBSHHAR HPOAYKUHA

1.6 | KonTpons xauectna

V %

1.6.1. MUKPOOHOIOrHYECKHE HCTILITAHNAL CTEPHILHOCTE

1.6.2. MukpoGHonOrHyecKoe TECTHPOBAHHE: MUKPOOHOJIOrHYCCKan YICTOTa

1.6.3. Xumueckue (di3uieckne) ucnsradus

1.6.4. Buonoriyeckue vcneITanus

B orHOmMEHUN JEOGRIN OIPAHHYCHHH MM NOSICHE.
CILY'ACE, KOFAA LOSCHCHNE ABIACTCH OOIHM KOMMEITAPKHEM K HPOLCCCAM 1A HPOHIROACTBCLIOM 00BeKTe), rie OBl 1M IPUMCIIRG
L_JTH OTPAHHTICHAS HIH TOSCHeIHA. HCOONO HMO BRIIGUATE OTCLUTRY K COOTRCTCTRYIONICMY HOMEpY AyHKTa cepTudurara GMP.

OTHQUHHIRACH K 1AHITBIM  TPOWIBOJICTREHHEBIM 0118 alMaAM (30 HCKIHOYCSH .
P
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EBpasuiickunii sKoHOMMYeCcKuii coto3

- - Ne GMP/EAEU/KZ./95-04-2024
] 2. UMIIOPT JEKAPCTBEHHOM NPOAYKIIMU
2.1 | KoHTposb KauecTsa nMnopTHpyeMoit JlekapeTee o POAYKIMH
| 2.1.1. MuKpoGHONOr1ueckue UCIbITaHis: CTEPHILHOCTS
2.1.2. MUKpOOMONIOTHYECKOE TECTHPOBAHME: MHKPOOHONOTHYECKAS THCTOTA
2.1.3. Xumuueckne (pu3mycckue) Henbitanus
2.1.4. BHONOTHYECKHE HCTTBITAHHS
2.2 | CepTH(HKaUMs CEPHH HMIIOPTHPYEMOJ] 1TPO Y KIIHF
2.2.1. CrepuinHas NponyKims:

2.2.1.1. Tlpou3BOAMMAas B ACENTHYECKUX VCTORHSX
2.2.1.2. Tongepraemas UHAKLIHON ¢rephm3aLlin
2.2.2. Hecrepuiaphas npoayKius
2.2.3 Buonoruyeckas gekapcTBeHHas MpoyKLs:
2.2.3.1. [IpOOYKThI KPOBU
2.2.3.2. ImmyHoNIOTHYECKAS TIPOIYKLKA
2.2.3.3. Ilpoaykuus Ha OCHOBE COMATHYECKUX KIeTOK (MpONYKLUA A4 TEPATHE COMATHIECKUMU KneTKamu) | |
2.2.3.4. I'eHOTEPANEBTHUECKUE TIPOAYKTHI '
2.2.3.5. BHOTeXHONOTHYECKAS NPOAY kLS
2.2.3.6. llpoyKUMA, BbIJCTEHHAS W3 KUBOTHLIX HCTOUHHKOB MU OpraHoB (TKaHeil) uenoseka
2.2.3.7. TraneuHKEHEPHAS NPOAYKIMSA (TPOAVKIISA TKAHEBON UHDKEHEPUI)
2.2.3.8. llpoyas fuonoruyeckas nexapctBeHHas NPOIYKIIHS
2.3 | Tlpoyas AeATeNbHOCTH [0 UMIIOPTY (BBO3Y)
2.3.1. [nowiaaka i 3Hueckoro uMnopta (peosa)
2.3.2. IMOOPT NPOMEKYTOUHOI NIPOAVKILHH. NnoAeepratouicHes aansueiieii obpaborke
2.3.3. Ilpoyee _
3. NIPOU3IBOACTBEHHBIE OIIEPALIMH — DAPMANEBTHYECKME CYBCTAHLUK KU
PapmatesTHyeckas cydcTaHuus (cyGeTanim):
3.1 | IpousBoncteo GapmanesTiueckux cyfCTaHIni METOMOM XHMITTCCKOTO CHHTEA
3.1.1. TTpoH3ROACTBO NPOMEKYTOUHRIX NPOAYKTOR QapmaucaTiHeckoil cybcTanimm
3.1.2. TIpou3R0ACTBO HEOUMILIEHHOMN (apMaLeETH eCKo ¢y Geraiimu B JJ

3.1.3 Cosncolpaszosanne (OMMCTKa): KPUC rATIA3aLHS
| 3.14. Tlpouee
3.2 | Ilpou3BoacTso dapMaLEBTHUECKMX cyBCTaRII METOAaMI BbIICIeHES 13 MPHPOAKLIX HCTOYHHKOB
3.2.1. Boineaenue hapmaueBTHYeckux cyGCIanimii H3 MCTOUHHKOE PACTUTE/ILHOrO NPOMCXOMKICHUS
.2.2. Belaenenne dapmanesTHIeckuX cyBeTaniii U3 HCTOUHUKOR JKUBOTHOTO IPOUCXOMKAEH A
.2.3. Buoiaenenye hapmatieRTu4eckux cyGeTaniuii i opraHos (rkaveii) uenopeka
3.2.4. Buitenenye hapMaLeBTHYECKHX CyBCTAEUMI 3 HCTOURHKOD MHHEPATLHOTO NPOHCXMKASH A
3.2.5 Mo/uduKanus BHIICICHHOM dhapMaieBTIecKol cybcranini (YKa3blBaeTCa H3 MYHKTOB 3.2.1-3.2.4)
3.2.6. OuucTKa BBEAENEHHOH (apMaLeBTHuecKon CyOCTaHUMH (YKA3BIBACTECS HCTOYHHK H3 IYHKTOB 3.2. i-3.2.43
3.2.7. Tlpouee

L

(%)

3.3 | IlpoussoncTpo gapmaucBTHIECKHX CYGCTARUMI C HCN0Ib30BAHHEM OHONOrMYECKUX NTPOLIECCOB
JEEXD DepmenTain ]
3.3.2. TIpoM3BOACTBO € MCMONB3OBAHUCM  KIETOUNbBIX KYJAbTY (ykazats 1un
MCHOMB3YEMBIX KNETOK) (MO YKA3aHHEM THIA KNC IOK MOHIMASTCH UX THIOBAS CnetOUYHOCTS, ARANS, WTAMM H
npouyee)
3.3.3. Buigenenne (ouncrka) 1l
| 3.3.4. Momadurauns o i
3.3.5. Tlpouee i L _
34 | Ilpoussosciso CTEPWIbHBIX (hapMaLEBTHUECKIIX CyOCTak L (pazzensr 3.1, 3.2, 3.3 OmKHEl O6ITH 3aN0AHCHbL, 1e

MPUMEHHMO)
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EBpasuiickuii aKoHOMMYecKuMii colo3

Ne GMP/EAEU/KZ/95-04-2024

3.4.1. @apmauerTHueckHe cyGCTAHIMN, OPOU3BOMIMDIE B 2CETTHYECKHX YCNOBUAX

3.4.2. GapmauesTHYECKUe CYOCTAHIMM, NOABEPracMble (UHHILTHOM CTEPHIIH3ALIUH

(%]
LA

3aBepluarolIie CTa/MK IPOU3BOACTBA (hapMALEBTHUECKIX CYOCTAHIMI

3.5.1. Crajuu pusndeckoii 00paboTKu: npocerBaHime

”

3.5.2. Ilepruynas ynakoska

=

3.5.3. BropuuHas ynakoska

3.5.4. Ilpouce (yKa3aTs 1715 onepaumii, He ONMCAHHBIX BBILLE

Ul
f=a

KoHTpons kadecTsa

3.6.1. @u3nueckye (XUMUYECKHE ) UCTIBITAHMS

3.6.2. MukpoOHONOrHUECKHE MCTIBITAHUS (BKIOUAS HCNLITAHUS HA CTEPHILHOCTS)

.6.3. MHKpOGHOIOriHyeckue HCNbITAKHA (HCKIIFOUAA HCNBITAHKS HA CTEPHABLHOCTS )

Lo | L | L

.6.4. BUOIOTHYECKHE UCIILITAHUS

4. IPOYME ONEPALMMU - DAPMAUEBTUYECKUE CYBCTAHIIY

Orpannvcnis Wi NoSCHUTENbHBIE 3aMETKH, KacalolHecs 06acTi fIpHMeHennn cepTadrkara;

1.6 Kontpose xauecTsa ekapCcTBeHHbIX CPEACTE OCYLICCTRASETCS HA NHOM3BOACTREHHOI ILIOUIATIKE, PACIONOKEHHON 1T
aapecy ul. Marszalka Jozefa Pilsudskiego 5, 95-200, Pabianice, [Monbloa o CHEAYIOLIUM NOKA3aTENAM:

1.6.2. MukpoSnooriieckoe TecTHpoBaHHe: MHKDOOHEAOTHYECKAS YMCTOTA,

1.6.3. Xumuyecrue ((huinyeckue) HenbITanus.

Kemxexanora A, K.
3amectureas [peacenareisn Komurera
METULMHCKOrO ¥ (hapMateBTHIECKOTO
KOHTpOosi MHHHCTEpCTRA

3apaBooxpaneHns Pecnydnvku Kasaxcran
(PILOL, 305K10CTE)
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